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IN THE CLAIMS: 

1-25 (Cancelled). 

26 (Currently Amended) A method of treating diabetes mellitus in a djabeticpatient in need 
thereof j^ojhK^^ «ffi*t to fa an ^ cj re. latory system via 

th^ient^lun^^ 

^ mi lU u l LjIl.. .. M ill j r n m intfiri uuuuL ULuhJ.I. h l nnrl gteees e k .1 i t hn ntm nrt i Ml 
treatment, said method comprising: 

(a) supplying a predetermined amount of powdered insulin to a hand held device, 
said predetermined amount being in excess of that amount required, in the bloodstream of said 
patient, to produce or maintain an acceptable serum glucose level in said patient; 

(b) exhaling; 

(c) contacting said insulin with a compressed gas to form a cloud in said hand held 
device said cloud compiling a repeatable amount of insulin, said repeatable amount being in 
excess of that amount required, in the bloodstream of said patient, to produce or maintain an 
acceptable serum glucose level in said patient, said cloud comprising insulin particles m the 
range between 0.35 and 6 microns; and 

(d) inhaling said cloud at an inspiratory flow rate in the range of 0.1 to 2.0 liter, per second 
and wherein the inhaling of said cloud occurs with a hig h vnlnme that comprises tett^d 
volume ef 65% to 100% of the patient's fang total lung volume, capacity; 

(e) producing an acceptable blood glucose level in the diabetic patient » h o i n the abs* n c , r, f 
^Jrouldint*-- r 11 Mnn^ln.nnnlo^l, wherein the acceptable blood 
glucose level is produced by systemically absorbing a controlled dose of insulin that comprises a 
percentage of the supplied amount of powdered insulin. 

27. (Previously Presented) The method of claim 26, wherein the inhalation in the inhaling step is 
performed by making a maximal effort to inhale. 

28. (Currently Amended) The method of claim 26, wherein the u uu JLuU Li t o . n nm nnth n 
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^mprfinfiod gas, having a aerosol is comprised of human insulin particl e s between about 1 and 4 
microns and occurs with a pressure less than 400 psi. 

29. (Currently Amended) The method of claim 26 wherein the patient is a patient with type H 
diabete s, and wherein the insulin cloud comprises human insul in particles having a size in the 
ranee of about 1-3 microns, . 

30. (Previously Presented ) The method of claim 26, further comprising repeating steps a-e, wherein 
in each repetition of steps a-e, the patient inhales substantially the same volume of air with the cloud 
of insulin. 

3 1 . (Previously Presented) The method of claim 30, wherein the inhaling occurs at substantially the 
same flow rate. 

32. (Currently Amended) A method of treating diabetes mellitus in a patient in need thereof, by 
administering insulin replacement therapy for systemic effect delivered by inhalation in order to 
eliminate or reduce the need for injections of insuli n wher e in th e pationt looks th o ability to 
maintain an aeooptable blood glucopo lovol without modioal treatment, said method comprising: 

supplying a predetermined amount of powdered insulin to a mechanical hand held 
device, said predetermined amount being in excess of that amount required, in the bloodstream of 
said patient, to produce or maintain an acceptable serum glucose level in said patient; 

contacting said insulin with a compressed gas to form a cloud in a given area of said hand 
held device, said cloud comprising a repeatable amount of insulin, said repeatable amount being 
in excess of that amount required, in the bloodstream of said patient, to produce or maintain an 
acceptable serum glucose level in said patient, said cloud comprising insulin particles in the 
range between 0.5 and 6 microns Q.25 and 6 micro t is ; 

exhaling a determined volume of air; 

inhaling said cloud at an inspiratory flow rate in the range of 0.1 to 2.0 liters per second 
and wherein the inhaling of said cloud occurs with a high volume that comprises total inhalod 
volume of 65% to 100% of the patient's tatg total lung volume eapaerty; 

producing an acceptable blood glucose level in thea patient who in th e ab s onco of oteps 
w ould not have an aoo e ptablo blood glucooo lovol , wherein the acceptable glucose level is 
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produced by systemically absorbing a controlled dose of insulin that comprises a percentage of 
the supplied amount of powdered insulin; 

repeating the above steps when the patient's blood glucose levels rise or are expected to 
rise above a predetermined range and wherein for each repetition of the inhalation, the patient 
inhales substantially the same total volume. 

33. (Previously Presented) The method of claim 32, wherein the insulin cloud is administered 
to the patient at substantially the same point of inspiration each time the inhaling step is 
repeated and wherein the patient continues to inhale after the cloud is inhaled and 
wherein the inhalation continues to a determined point in the inspiratory cycle that is 
substantially the same each time the inhaling step is repeated. 

34. (Currently Amended) A method of administering a controlled and repeatable dose of 
insulin to a diabetic patient that is sufficient to control the patient's blood glucose level, 
the method comprising the steps of: 

supplying a predetennined amount of dry insulin powder to a hand held mechanical 
inhalation device; 

contacting the powder with a volume of air in a given area of the hand held device to form a 
standing cloud ™m P risari of human of insulin particles and air in the given area of the hand held 
device; 

exhaling a volume of air; 

inhaling the insulin and air cloud, followed by continual inhalation with additional air until a 
determined point of inspiration is Tidie d, wherein the point is a point corresponding to a 
hiah volume and wherein it is determined bv coachin g (bv teaching-) the patient to inhale to high 
volume, which corresponds to 65% to 100% of total lune volume; 

wherein when the above steps are repeated in order to administer subsequent doses of insulin the 
patient, as a result of the coaching, inhale s each subsequent dose with about the same high 
volume bv inhaling to about the same determined point Vn,v cubotantially die jamo total volume 
iokihalod during each repetition of tho inhaling otop by inhaling to oubatontinlly the com e 
determin e d pomt during e ach rop e titio a 

35. (Previously Presented) The method of claim 34, wherein the determined point is 
determined by making a maximal effort to inhale. 



6 



PAGE 7/12*RCVD AT 2119/200/ 1 :03:54 PM [Eastern Standard Time] * SVR:USPT0-EFXRF-1/7 • DNIS:2738300 * CSID:6099875440 * DURATION (mm-ss):0344 



02/19/2007 14:07 FAX 6099875440 



Legal Patent 



* USPTO 



1 008/012 



„, ... n «ni,e Aoplicalion Serial No.: 10/766.371 

Attorney Docket No ; 6B09.230-US ^" inventors: Igor GoncU. et al. 
Filed: January 30, 2004 
Via Facsimile No.: 571-273-8300 

36. (Previously Presented) The method of claim 34, wherein the exhaled volume is a 
determined volume and when the steps are repeated in order to administer subsequent 
doses each determined volume of exhaled air is substantially the same. 

37. (Currently Amended) The method of claim 36 U, wherein the flow rate during 
inhalation is maintained at a rate of under 2 liters per second, and wherein the inhaling 
step is immediately followed by a breath holding step that comprises performing a breath 
hold for a predetermined period of time. 

38. (Previously Presented) The method of claim 37, wherein the flow rate during inhalation 
is substantially the same for each repetition of the inhalation. 

39. (Currently Amended) The method of claim 3fr33, wherein the insulin cloud is inhaled 
before the patient inhales 0.8 liters of air. 

40. (Previously Presented) The method of claim 39, wherein the total inhaled volume during 
the inhalation step is a determined volume that is determined by coaching the patient to 
perform a specific breathing maneuver. 

41 . (Previously Presented) The method of claim 40, wherein the specific maneuver 
comprises inhaling with a maximal effort. 

42. (Currently Amended) The method of claim 39 44, wherein the inhaling occurs at a flow 
rate between 0.5 and 1 under about 1 liters per second and wherein the flow rate for each 
repetition of the inhaling step is substantially the same. 

43. (Previously Presented) The method of claim 42, wherein the inhaling of the insulin cloud 
occurs at substantially the same accumulated inspiratory volume for each repetition of 
the inhaling step, and wherein the method further comprises a breath holding step 
immediately after the inhaling step and wherein for each repetition the breath holding 
step comprises holding of breath for substantially the same predetermined period of time. 

44. (Currently Amended) The method of claim 43, wherein the determined point in each 
repetition of the inhaling step results in a determined volume being inhaled wherein the 
determined volume is substantially the same for each inhaling step and wherein the 
determined volume is determined by coaching a patient to perform a specified breathing 
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maneuver, wherein the insulin cloud comprises a mixture of insulin and air having a 
vuliuuo of : 0Q 100 ml nnd whereifl rpnnifi,- hrn-ithinp mnnnnvor comnrio o o inhaling 
the 200 100 ml o f mr imtrninH "" tV> hwuBb fe^ewed hv inhaling maximally to 65 to 100 
% of lung capacity. 

45. (Previously Presented) The method of claim 26, further comprising the step of 
performing a breath hold for a predetermined period of time immediately after the 
inhaling step. 

46. (Previously Presented) The method of claim 32, further comprising the step of 
performing a breath hold for a predetermined period of time immediately after the 
inhaling step. 

47. (Previously Presented) The method of claim 34, further comprising the step of 
performing a breath hold for a predetermined period of time immediately after the 
inhaling step. 

48. (Cancelled) 

49. (Currently Amended) The method of claim 26. 48, wherein the insulin is human 
monomark insulin. 

50. (Currently Amended) The method of claim 32, wherein the insuln is human a n insulin 
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